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NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
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3. □ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
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1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
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Paper No./Mail Date . 
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6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL 



Attachment(s) 

1. □ Notice of References Cited (PTO-892) 

2. □ Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. □ Information Disclosure Statements (PTO/SB/08), 

Paper NoVMail Date 

4. □ Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 



5. □ Notice of Informal Patent Application 

6. ^ Interview Summary (PTO-413), 

Paper No./Mail Date 10/26/06 . 

7. Examiner's Amendment/Comment 

8. □ Examiner's Statement of Reasons for Allowance 

9. □ Other . 



U.S. Patent and Trademark Office 
PTOL-37 (Rev. 08-06) 



Notice of Allowability 



Part of Paper Nc/Mail Date 20061026 



Application/Control Number: 10/687,188 Page 2 

Art Unit: 1618 

ACKNOWLEDGMENTS 

1 . The Examiner acknowledges receipt of the after final amendment filed 1 0/1 0/06. 



EXAMINER'S AMENDMENT 

2. An Examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1 .312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with Mr. Edward Wei on 10/26/06. 

The application has been amended as follows. 
Please replace the claims with the attached claim listing (on the following three pages). 



1. (Previously Presented): A N-radiohaloaryl-alkylcarboxamide radioligand wherein the alkyi 
moiety thereof is a cyclohexane radical, the radioligand having a high affinity to TRP-M8 
receptors in cells and tissues and having a specific activity of at least about 20 Ci/mmol or 
greater, wherein the TRP-M8 affinity is characterized by a Kd of about 1 x 1(T 5 or less. 

2. (Previously Presented): The radioligand as in claim 1 wherein the radiohalo moiety is 
covalently bound in the molecule. 

3. (Previously Presented): The radioligand as in claim 2 wherein the radiohalo moiety is 
selected from fluoride and iodide radionuclides. 

4. (Previously Presented): The radioligand as in claim 3 wherein the specific activity is about 
250 Ci/mmol or greater. 

5. (Previously Presented): The radioligand as in claim 1 wherein the cyclohexane radical 
contains from 1 to 3 Ci - C 5 normal or branched alkyi substituents. 

6. Cancelled. 

7. (Previously Presented): The radioligand as in claim 1 wherein the aryl moiety is a substituted 
aromatic radical represented by Y-, the substituents being 

represented by Ri , R 2 , and X, wherein 

Ri is selected from the group hydrogen, hydroxyl, C| - C 3 alkoxy, Ci - C 3 
carboxyalkyl, C\ - C 3 oxycarbonylalkyl, 

R 2 is selected from the group hydrogen, hydroxyl, Q - C 3 alkoxy, trifluoromethyl, 
nitro, cyano, halo, and 



X is selected from the group [ I8 F]-, [ I23 I]-, [ I25 I]-, and [ m T\-. 



8. Cancelled. 

9. Cancelled. 

10. Cancelled. 

11. (Previously Presented): A composition comprising a N-radiohaloaryl-alkylcarboxamide of 
Formula 1: 

Formula 1 
R-CONH-Y 

where (a) R is a cyclohexane radical jxmtaining from 1 to 3 Ci - C$ normal or branched 
alkyl substituents, and (b) Y is a substituted aromatic radical containing substituents R,, 
R2, and X, wherein 

Ri is selected from the group hydrogen, hydroxyl, Ci - C 3 alkoxy, Ci - C 3 
carboxyalkyl, C| - C 3 oxycarbonylalkyl, 

R 2 is selected from the group hydrogen, hydroxyl, C, - C 3 alkoxy, trifluoromethyl, 
nitro, cyano, halo, and 

X is selected from the group [ l8 F]-, [ ,J3 I]-, [ U5 r]-, and [ I31 I]-. 

12. (Previously Presented): The composition as in claim 11 wherein the cyclohexane radical of 
(a) contains 8-12 carbon atoms and the total number of carbon atoms in the alkyl substituents 
carbons are from 1 to 5. 

13. (Previously Presented): The composition as in claim 12 wherein the carboxamide group 
is in an equatorial position relative to the plane of the cvclohexvl ri ng. 



14. (Previously Presented): The composition as in claim 11 wherein the Formula 
compound has a specific activity of about 20 Ci/mmol or greater. 

15. (Previously Presented): The composition as in claim 1 1 wherein the Formula 1 compound is 
a ligand for the TRP-M8 receptor. 

16. Cancelled. 

17. -22. Cancelled. 



23.-35. Cancelled. 
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COMMENTS/NOTES 

3. The claims are allowable over the prior art of record for reasons of record in the 
office action mailed7/13/06. 

4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D. L. Jones whose telephone number is (571) 272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:15 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 5^1^27^-1000. 
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